Message

From: Arlene Blum [arlene@greensciencepolicy.org]

Sent: 10/13/2021 7:08:34 PM

To: Regan, Michael [Regan.Michael@epa.gov]; Freedhoff, Michal [Freedhoff.Michal@epa.gov]

cC: Fox, Radhika [Fox.Radhika@epa.gov]; Szarc, Deb [Szaro.Deb@epa.gov]; Henry, Tala [Henry.Tala@epa.gov];
Hartman, Mark [Hartman.Mark@epa.gov]; Le, Madison [Le.Madison@epa.gov]

Subject: Scientists Letter Re: Ending Exemptions to the Premanufacture Notice Process for PFAS

Attachments: Scientists Letter re TSCA PFAS Loopholes.pdf

Dear Administrator Regan and Assistant Administrator Freedhoff:

We are writing as scientists who have researched or studied the effects of Per- and Polyfluoroalkyl Substances
(PFAS). Given the known persistence, bioaccumulation, and toxicity of many PFAS, we are concerned that
numerous PFAS have been permitted to enter, and continue to enter, commerce through exemptions to the
Toxic Substances Control Act’'s Pre-Manufacture Notice Process. As a result, we understand that most PFAS
entering commerce have not been subject to the full individual safety review set forth in TSCA, and that some
PFAS are subject to no review.

For the reasons discussed below, we recommend that EPA grant the petition filed on April 27, 2021, by 15
frontline community and advocacy groups requesting that use of the Low Volume Exemption (LVE), the Low
Release and Exposure Exemption (LoREX), the Byproducts Exemption, and the Polymer Exemption be
prohibited for PFAS. We further recommend that EPA conduct a full safety review of all PFAS in commerce
that previously came to market through one of those exemptions.

L PFAS Present a Major Public Health Threat

PFAS are a class of widely used industrial chemicals that are problematic due to their high environmental
persistence. EPA has identified over 9,000 PFAS but the number of PFAS substances in the environment may
be even greater. Because of their persistence, PFAS are ubiquitous in the environment and exposure to
multiple PFAS is widespread. People are exposed to PFAS by eating food, drinking water, breathing air,
ingesting dust, and through consumer products and food packaging. PFAS are present in the bodies of nearly
all people living in the U.S., Europe, and most of the world, including pregnant women and developing fetuses.
Several well-studied PFAS are associated with serious health effects, including cancer, thyroid disease, birth
defects, hormone disruption, decreased fertility, and immune system suppression, among others, even at low
levels of exposure. Subpopulations such as children, developing fetuses, and certain workers experience
disproportionate harm from exposure to PFAS. PFAS can reduce the effectiveness of vaccines and emerging
evidence suggests that some PFAS exposures may lead to more severe cases of COVID-19.

. The Environmental Protection Agency’s Office of Chemical Safety and Pollution Prevention
can play a pivotal role in protecting the public by ensuring that any PFAS manufactured, produced or
imported goes or has gone through a full TSCA safety review.

A PFAS require a thorough safety review

Identifying and remediating PFAS contamination and reducing human PFAS exposure after PFAS have been
released to the environment is technically and financially challenging.[1] Thus, ensuring that all new PFAS are
subject to a thorough safety review before being brought to market is critical.

1. Cannot Meet “Will Not” Standard

It is our understanding that PFAS are eligible for the LVE, LoREX, and Polymer exemptions only if the scientific
evidence demonstrates that PFAS “will not present an unreasonable risk of injury to health or the
environment,” including vulnerable subpopulations. The evidence does not show that PFAS meet such

criteria. Based on shared characteristics, such as known persistence, bicaccumulation, and toxicity of well-
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studied PFAS, any new PFAS may present unreasonable risk. And because any new PFAS may present
unreasonable risk, EPA cannot conclude that PFAS as a class "will not" present an unreasonable risk.

The first reason that PFAS do not meet the “will not” standard is that many PFAS have been shown to be toxic.
Numerous studies have demonstrated the toxicity of legacy PFAS,[2] and the more that scientists study newer
PFAS, the more we learn of their harm to human health.[3]

A second reason that PFAS do not meet the “will not” standard is that, as a class, PFAS are extremely
persistent. Persistence is widely recognized as a hazard criterion in chemical regulatory systems around the
world. [4] The high persistence of PFAS will result in increasing concentrations in the environment and in living
organisms, increasing exposure for humans, and increasing probabilities of harm. Reversing contamination
and reducing harm to our health and environment will take decades, centuries, or even longer.

EPA previously acknowledged that PFAS cannot meet the “will not” standard in an April statement regarding
the LVE: “[g]iven the complexity of PFAS chemistry, potential health effects, and their longevity and
persistence in the environment, an LVE submission for a PFAS is unlikely to be eligible for this kind of
exemption under the regulations.”[5]

2. Cannot conduct necessary safety review in 30 days

It is our understanding that PFAS that go through the LVE and LoREX exemptions are subject to a constrained
30-day safety review. This is not adequate time for review of such a complicated topic. To make an
assessment of “unreasonable risk” for a new PFAS, EPA must either: 1) comprehensively evaluate exposure,
hazard, and relevant susceptibility factors for the new PFAS; or, 2) adopt a “class-based” toxicity assessment
approach and rely on existing hazard, exposure, and susceptibility data from PFAS analogues. Under either
assessment approach, EPA must also consider that people are exposed to many PFAS and take into account
the cumulative risk of exposure to PFAS mixtures. Neither approach would allow EPA to determine within 30
days that a new PFAS will not present an unreasonable risk of injury.

We also understand that if EPA does not complete its assessment of a new PFAS under the LVE or LOREX
exemptions within the prescribed 30-day timeframe, the chemical receives an automatic approval to enter into
commerce. PFAS are inherently hazardous; it should never be the case that new PFAS are allowed to come to
market just because EPA was unable to complete a safety assessment within 30 days.

EPA previously acknowledged that 30 days is insufficient in an April statement regarding the LVE: “Due to the
scientific complexities associated with assessing PFAS, and the hazard potential associated with various sub-
classes of PFAS, it is challenging to conduct an appropriately robust review of LVE requests for PFAS in the
30 days the regulations allow.”5

B. PFAS Byproducts Must Go Through a Safety Review to Protect the Public and the Environment

It is our understanding that EPA does not treat new PFAS byproducts as “new chemicals” under TSCA. Thus,
PFAS byproducts have entered and will continue to enter the environment without EPA requiring any safety
review or approval. We are only aware of this situation because many novel PFAS that are being identified in
the environment and in people are byproducts that have never been approved by EPA.

For example, GenX and other ether-containing PFAS were released as byproducts from a Chemours facility on
the Cape Fear River in North Carolina for many years. The safety of these chemicals was largely unstudied
until Chemours later applied for approval to use GenX as a replacement for PFOA and the chemicals were
subsequently detected in drinking water and in people. Because of the byproducts exemption, residents of the
Cape Fear region were unknowingly exposed to harmful GenX for years or decades.

Similar contamination incidents have likely occurred in other places and gone undetected. Unless EPA
subjects novel PFAS that are produced during the lifecycle of PFAS-containing products to the same rules that
govern the assessment of other new chemicals, it will never be able to protect people and the environment
from real-world exposures to PFAS.

lii.  Protecting the Public and the Environment Requires Codified Regulations

Despite unprecedented and growing concern from scientists and the public, the class of PFAS are still largely
unregulated. We commend EPA for recognizing the seriousness of the PFAS issue. The informal policy of
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discouraging manufacturers from seeking the LVE for new PFAS that was announced this April is a promising
first step. However, to protect public health and the environment, regulations are needed for all 4 exemptions
at issue in the petition. We recommend granting the petition and conducting a full safety review of all PFAS in
commerce that previously came to market through one of those exemptions.

Respectfully Submitted,

Lutz Ahrens, PhD, Associate Professor in Organic Environmental Chemistry, Department of Aquatic Sciences
and Assessment, Swedish University of Agricultural Sciences (SLU)

Laurene Allen, MSW, Director, Merrimack Citizens for Clean Water
Peter Behnisch, PhD, Director, BioDetection Systems bv

Linda Birnbaum, PhD, DABT, ATS, Scientist Emeritus and Former Director, National Institute of
Environmental Health Sciences and National Toxicology Program, Scholar in Residence, Duke University

Arlene Blum, PhD, Research Associate, Chemistry, UC, Berkeley, Executive Director, Green Science Policy
Institute

Joseph Braun, RN, MSPH, PhD, Associate Professor, Brown University
Juliane Brown, PhD Candidate, Colorado School of Mines

Phil Brown, PhD, University Distinguished Professor of Sociology and Health Sciences, Director, Social
Science Environmental Health Research Institute, Northeastern University

Courtney Carignan, PhD, Assistant Professor, Michigan State University

John Cashion, PhD, Adjunct Associate Professor, Monash University

Joseph Charbonnet, PhD, Postdoctoral Fellow, Colorado School of Mines

Alissa Cordner, PhD, Associate Professor, Whitman College

Jamie DeWitt, PhD, Professor, East Carolina University

Miriam Diamond, PhD, Professor, University of Toronto

Cassandra Fraser, PhD, Professor of Chemistry, University

Kay Fritz, PhD, Toxicologist, Michigan Department of Agriculture & Rural Development

Mary Gant, MSc, Policy Analyst, National Institute of Environmental Health Sciences (retired)
Juliane Gliige, Dr., Senior Researcher, ETH Zirich, Switzerland

Gretta Goldenman, JF, MPP, Co-Coordinator, Global PFAS Science Panel

Philippe Grandjean, MD, DMSc, Adjunct Professor, Harvard School of Public Health

Sarah Hale, PhD, Senior specialist, NGI

Nigel Holmes, BSc, Principal Advisor Incident Management, Queensland Dept of Environment and Science

Lydia Jahl, PhD, Science & Policy Fellow, Green Science Policy Institute
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Anna Kaerrman, PhD, Associate Professor, Oerebro Universitet

Roger A Klein, MA, PhD, MB, BChir, FRSC, (retired), Universities of Cambridge and Bonn, Christian
Regenhard Center for Emergency Response Studies (RaCERS) John Jay College of Criminal Justice CUNY
New York

Detlef Knappe, PhD, S. James Ellen Distinguished Professor, North Carolina State University

Gail Krowech, PhD, Toxicologist (retired)

Carol Kwiatkowski, PhD, Science and Policy Senior Associate, Green Science Policy Institute

Johnsie Lang, PhD

Hakon Austad Langberg, PhD, Researcher and Consultant, Norwegian Geotechnical Institute (NGI)

Rainer Lohmann, PhD, Professor of Oceanography and Director of the URI STEEP SRP Center on PFAS,
University of Rhode Island

Donald Lucas, PhD, Deputy Director, EHS Division (retired), Lawrence Berkeley National Laboratory
Alan M Ducatman, MD, MSc, Professor Emeritus, West Virginia University School of Public Health
Olwenn Martin, PhD, Lecturer in Global Challenges, Brunel University London

David Michaels, PhD, MPH, Professor | Department of Environmental and Occupational Health, Milken
Institute School of Public Health | The George Washington University

Tom Muir, MSc, Environmental Economic Scientist, Environment Canada (retired)

Shahla Namazkar, PhD, Student, Stockholm University

Carla Ng, PhD, Assistant Professor, University of Pittsburgh

Sascha Nicklisch, PhD, Assistant Professor of Environmental Toxicology, UC Davis

Graham Peaslee, PhD, Professor, University of Notre Dame

Myrto Petreas, PhD, MPH, Cal/EPA (retired)

Gail Prins, PhD, Professor, University of lllinois at Chicago

Anna Reade, PhD, Staff Scientist, Natural Resources Defense Council

Lauren Richter, PhD, Rhode Island School of Design

Mary Roberts, PhD, Professor Emerita, Boston College

Anna Robuck, PhD, Research Fellow, lcahn School of Medicine at Mount Sinai

Andreas Schaeffer, Prof. Dr., Director, Institute for Environmental Research, RWTH Aachen University
Julia Schaletzky, PhD, Executive Director, Center for Emerging and Neglected Diseases, UC Berkeley
Ted Schettler, MD, MPH, Science Director, Science and Environmental Health Network

Anna Soehl, MSc, Science & Policy Consultant, Green Science Policy Institute
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Leslie Stayner, PhD, Professor Emeritus, University of lllinois at Chicago
Mary Turyk, MPH, PhD, Professor of Epidemiology, University of lllinois at Chicago
Christopher Weis, PhD, DABT, Sr. Scientist, National Institutes of Health

Cheng Zhang, PhD, NHMRC Research Fellow, University of Queensland
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